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In Our Own Little Bubble?

“We don't deal with
clinical patients. We only
receive and analyse
samples”

(GCC Survey 2015 —
GCP Clinical Sample
Bioanalysis)




Analytical Reports

“Sponsors should focus on trial
activities essential to ensuring human
subject protection and the reliability of
trial results.

Quality management includes the
design of efficient clinical trial
protocols and tools and procedures
for data collection and processing, as
well as the collection of information

that is essential to decision making”.
ICH E6R2




Data Release

« History of academic collaboration

« Exchange of trial results outside of
standard practice

 No quality checks
 Status of data unclear

« Data submitted by sponsor for
licence extension

« Significant differences between
datasets
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We are hiring

Come and join us >

So, this is my first ever blog post (both work and personal) and | wanted to
use this to talk about differing dose escalation (DE) practices, especially
between first in human (FIH) healthy volunteer trials and those in patients
(FIP). In eality, if you are complying with Good Clinical Practice (GCP) they Follow us on social media
should be the same.

[ MbiRA Tuitter
More frequently, with the advancement of medicine, FIH trials are being [ 1HRA Medicines Twitter
conducted in patients. Biologicals, cell therapy or oncology medicines maybe [ Linkedin com
too toxic or not suitable to give to healthy volunteers, so patients become the
first humans to receive these medicines.

Sign up and manage




Flawed Decision Making?

« Data released by lab
including data from failed
runs or where data was
iIncomplete

| + Data from lab provided to
the PK / stats but re-
reported for decision
making




Further Investigation

« Trigger for sponsor / phase |
unit inspections

 Review of information used
for decision making

 Poor flow of information

« Lack of supporting
documentation

e Lack of transparency
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reliability of trial results.

Date for coming into effect 143une 2017

Al clinical trial information should be recorded, handied, and stored in 3 way that allows its accurate

2. The principles of ICH GCP reporting, interpretation and verification.
. ADDENDUM
2.1.
“This principle applies to al records referenced in this guideline, irrespective of the type of media used.
([ ] il s shuld e conduced naccordance with te tical princite hat have thelr orgn i the
Declaration of Helsinki, and that are consistent with GCP and the applicable regulatory requirement(s). 2.11.
2.2. The confidentiality of records that could identify subjects should be protected, respecting the privacy

and confidentiality rules in accordance with the applicable regulatory requirement(s).
Before a trial s iniiated, foreseeable risks and Inconveniences should be weighed against the

anticipated benefit for the individual trial subject and society. A trial should be nitiated and continued 2.12.
only If the anticipated benefits justfy the risks.
Investigational products should be manufactured, handled, and stored in accordance with applicable

2.3. good manufacturing practice (GMP). They should be used in accordance with the approved protocol.

The rights, safety, and well-being of the trial subjects are the most Important considerations and 2.13.
Should prevail over interests of science and society.
Systems with procedures that assure the quaity of every aspect of the trial should be implemented.

] [l
PY 2.4 ADDENDUM
The available nonclinical and clinical information on an investigational product should be adequate to Aspects of the tril that are essential to ensure human subject protection and reliabilty of trial results
y support the proposed clinical tral should be the focus of such systems.

25. 3. Institut
Committee (IRB/IEC)

re p O rti n g a n d q u a I ity :G‘ s sho e el sound, nd dscribd i a e, Getaied ot Commite 1

nal Review Board / Independent Ethics

Atrial should be conducted in compliance with the protocol that has received prior institutional review 311

committee (IEC)
An IRB/IEC should safeguard the rights, safety, and well-being of al trial subjects. Special attention

2.7. Should be paid to trials that may include vulnerable subjects.

The medical care given to, and medical decisions made on behalf of, subects should always be the 3.1.2.
responsibiity of a qualified physician or, when appropriate, of a qualfied dentist

The IRB/IEC should obtain the following documents:
28 « trial protocol(s)/amendment(s), written informed consent form(s) and cansent form updates that

the investigator proposes for use n the trial, subject recruitment procedures (e
Each individual involved in conducting a tral should be qualified by education, training, and experience gator propo: ) P (eo

to perform his or her respective task(s).

. . advertsements), writen nformation o be provided to Subject, Investgators Brochur (19),
avaibie safety inormation, nformation about payments and compensation avaibie o subjects,
[ ) 29. the investigator' cument curiculum vitae an/r other documenttion evidencing qualfications,
and any other documents that the IRB/IEC may need to ful s respansiiiies
Freely given informed consent should be abtaind from every Subject prior to cinical tral paricpatin. e IRB/IEC should review a proposed cinical tralwithin  reasonable time and document s

views in writing, clearly identifying the trial, the documents reviewed and the dates for the
following:

paramount!
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